
Approval Date: 

FREEDOM OF INFORMATION SUMMARY 

SUPPLEMENTAL NEW ANIMAL DRUG APPLICATION 

NADA 140-992 

REVALOR-H, REVALOR-IH, and REkU.,OR-200 
Trenbolone Acetate and Estradiol 

This supplement provides for addition to the labeling of the statements “A 
withdrawal period has not been established for this product in pre- 

ruminating calves. Do not use in calves to be processed for veal.” to the 
warning section and “DO not use in veal calves. Effectiveness and animal 
safety in veal calves have not been established.” immediately following the 

indications. 

Sponsored by: 

Intervet, Inc. 
29160 Intervet Lane 
P.O. Box 318 
Millsboro, DE 19966 



FREEDOM OF INFORMATION SUMMARY 

REVALOR-H and REVALOR-IH 
Ear Implant for Heifers Fed in Confinement for Slauihter 

REVALOR-200 
Ear Implant for Steers and Heifers Fed in Confinement for Slaughter 

1. GENERAL INFORMATION: 

a. File Number: NADA 140-992 

b. Sponsor: Intervet, Xnc. 
29160 Intervet Lane 
P.O. Box 318 
Millsboro, DE 19966 
Drug Labeler Code: 057926 

c. Established Names: Trenbolone Acetate and Estradiol 

d. Propriety Names: REVALOR-H 
REVALOR-lH 
REVALOR-200 

e. Dosage Form: Implantation (ear implant) as per 21 CFR 522.2477 
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f. How Supplied: REVALOR-H: Each shipping container contains 4 
x 1000 dose packages. Each darton contains 10 x 
100 dose packages. Each box contains 10 x 10 
cartridge implants. Each cartridge contains 1 
implant dose. Each dose consists of 140 mg 
trenbolone acetate and 14 mg estradiol. 

REVALOR-IH: Each shipping container contains 4 
x 1000 dose packages. Each carton contains 10 x 
100 dose packages. Each box contains 10 x 10 
cartridge implants. Each cartridge contains 1 
implant dose. Each dose consists of 80 mg 
trenbolone acetate and 8 mg estradiol. 

REVALOR-200: Each shipping container contains 
4 x 1000 dose packages. Each carton contains 10 x 
100 dose packages. Each box contains 10 x 10 
cartridge implants. Each cartridge contains 1 
implant dose. Each dose consists of 200 mg 
trenbolone acetate and 20 mg estradiol. 

g. How Dispensed: OTC 

h. Amount of Active Ingredients: REVALOR-H: 
140 mg trenbolone acetate. 
14 mg estradiol. 

REVALOR-TH: 
80 mg trenbolone acetate. 
8 mg estradiol. 

REVALOR-200: 
200 mg trenbolone acetate. 
20 mg estradiol. 

i. Route of Administration: 

j. Species/Class: 

Subcutaneous implantation on the poslierior aspect of 
the middle one-third of the ear by means of an 
implant gun. 

REVALOR-H and REVALOR-IH: Heifers fed in 
confinement for slaughter. 

REWALOR-200: Steers and heifers fed in 
confinement for slaughter. 
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k. Recommended Dosage: REVALOR-H: One implant containing 140 mg 
trenbolone acetate and 14 mg estradiol. 

REVALOR-EH: One implant containing 80 mg 
trenbolone acetate and 8 mg estradiol. 

REVALOR-200: One implant containing 200 mg 
trenbolone acetate and 20 mg e&radio1 

1. Pharmacological Category: Steroid hormones 

m. Indications: REVALOR-H: Increases rate of weight gain and 
improves feed efficiency in a slow-release delivery 
system. 

REVALOR-IH: Increases rate of weight gain in a 
slow-release delivery system, 

REWALOR-200: This product contains trenbolone 
acetate and estradiol in a slow-release delivery 
system which increases rate of weight gain and 
improves feed efficiency insteers fed in 
confinement for slaughter. 

n. Effect of Supplement: This supplement provides for addition to the 
labeling of the statements “A withdrawal period has 
not been established for this product in pre- 
ruminating calves. Do not use in calves to be 
processed for veal.” to the warning section and “Do 
not use in veal calves. Effectiveness and animal 
safety in veal calves have not been established.” 
immediately following the label indications. 

2. DRUG EFFECTIVENESS: 

No new effectiveness data are required for the approval of this supplement. The products’ 
effectiveness has been established in the Freedom of Information (FOE) Summaries for the 
parent new animal drug application for REVALOR-H, REVALOR-M, and REVALOR-200 
(NADA 140992). 

3. TARGETANIMAL SAFETY: 

No new target animal safety data are required for the approval of this supplement. The 
products’ target animal safety has been established in the Freedom of Information (FOI) 
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Summaries for the parent new animal drug application for REVALOR-H, REVALOR-IH, and 
REVALOR-200 (NADA 140992). I 

4. NUMAN SAFETY: 

No new human food safety data are required for the approval of this supplement. The 
products’ human food safety has been established in the Freedom of Information (FOI) 
Summaries for the parent new animal drug application for REVALOR-H, REVALOR-IH, and 
REVALOR-200 (NADA 140992). 

5. AGENCY CONCLUSIONS: 

The information submitted in support of this NADA satisfy the requirements of section 5 12 of 
the Federal Food, Drug, and Cosmetic Act and 2 1 CFR Part 5 14 of the implementing 
regulations providing for the addition to the labeling of the statements “‘A withdrawal period 
has not been established for this product in pre-ruminating calves. Do not use in calves to be 
processed for veal.” to the warning section and “‘Do not use in veal calves. Effectiveness and 
animal safety in veal calves have not been established.” immediately following the 
indications. The labeling is modified to conform to agency policy (69 FR 135 pages 42443- 
42444 dated July 15,2004, and 69 FR 68 page 18594 dated April 8,2004.) 

The Center for Veterinary Medicine has concluded that, for these products, adequate 
directions for use by the layperson have been provided and the products will have over-the- 
counter (OTC) status. Label directions are accompanied by pictorial diagrams and detailed 
instruction in plain language. The drugs are not controlled substances, The products’ status 
remains OTC. The labeling is adequate for the intended use and has sufficient 
warnings/statements to prevent illegal use in veal calves. 

This approval does not qualify for marketing exclusivity under section 5 12(c)(2)(F)(iii) of the 
Federal Food, Drug, and Cosmetic Act. 

Under the Center’s supplemental approval policy (2 1 CFR 5 14.106(b)(2)), this is a Category 
II change. The approval of this change is not expected to have any adverse effect on the 
safety or effectiveness of this new animal drug. Accordingly, this approval did not require a 
reevaluation of the safety and effectiveness data in the parent application. 

No patent information was submitted by the sponsor with this application. 
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6. A TTACHMENTS: 

Facsimile Labeling is attached as indicated below: 

REVALOR-H Package Insert 
REVALOR-H Box Label 
REVALOR-H Carton Label 
REVALOR-H Shipping Container Label 
REVALOR-IH Package Insert 
REVALOR-IH Box Label 
REVALOR-IH Carton Label 
REVALOR-IH Shipping Container Label 
REVALOR-200 Package Insert 
REVALOR-200 Box Label 
REVALOR-200 Carton Label 
REVALOR-200 Shipping Container Label 
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Nottobewedh-lntendedfwaubee- 
went lmebng, or In ddw anbnda For Anhd 
TreatmentOnty.NotforUashMmsnalmplat 
pehtsinfheesrd~&qol6wIocalimkin 
tidatlondFdedLa~LIondattemptdvage 
of implantedatteforhmenoracrimalfwd. 

AvdtMmwdperkrdhasnotheenestchE&dfor 
thiepmdudin~ralvealJondme 
lnedve*tob%pr- dforveti. 

SlOFtAGE COtdDfffOlQS 
Store in a refriserator (2-S’ G; 3E-47’ F) and protect 
ipxi~ sunlight Use t~~efote the expimtkm date printed 
cntheboxandonthecartridge. 

PACKAGE QUANTITIES 
Box of 10 x 10 cqwdge tmptLmts. 

Made in Austria by: 
lntenrei GesmbH 

Distributed by: 
Intervet Inc. 
Millsboro, DE 19986 
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Revalof-H 
(kenbolone aMate 
andeetradii 

FOR HEIFERS FELi WJ kONFIP(EMENT 
FOR SLAUGHTER 

bESCFUPTlON 
RavetoP-H is an Implant containing 140 mg of 
tfeddcm &ale and 14 n-g &mdid. Each imp&t 
ems-kts of 7 smaf y&w pelkls. Ten in&wts are 
pmvldsd bc a cadlldge. 
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oftheearandaikastanw&kngthawayfwthe 
intended &posabn s!& Gare should be taken to avoid 
injuring the majcs bkxsd ~~+&~acartikge of the ear 
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fw Insertion of the implater m  
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3.Ger#voushthecartridaaintothesIotuntilit 

mqgachaandmayben+cedbyanewone. 
9.Tochcntetheneedle.bosstheneedk~ 

--E 
E-TdgfJ%r 
F - Needle lotting nut 

Fg. 3 - Diagram of the lm+nter wd Cartrid@ 
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FOR HEIFERS FED IN WNRNE#&ENT FOR SlAUOHTER 
Box of 10 x 70 Cartridge Implants 
bs.m-~srammtr~p 



- 



-+-- I - 
fu 

NET CONTENTS 
4x1DDDdosepackages 
Msnfsctuti by a non-sterilizing prwess 
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WARNING 

PACKAGE QUANTITIES 
Box of 10x IO cartridge implants. 

Made in Austria by. 
Intwvet GesmbH 

Distributed byz 
Intelvet Inc. 
Miiisbom, DE 19988 

4814~c 

RevalorAH 

FOR HEIFERS FED IN CONFINEMENT 
FOR SlAuGHTER 

DESCRIPTION 
RewaloP-IH is an implant containing 80 mg of 
trenbobne aCetale and 8 mg estradiol. Each imphnt 
conslls of 4 small yelbw pellets. Ten implants are 
prcwided in a cartridge. 
MaMlfadwed by a no*3telllii plw%. 
INDICATIONS 
Increases rate of weight gain in a slowrelease d&i 
*em 
Do not us6 in veal calw3. Efffstivewss and timal 
safety in veal calves have not been established. 

Jo901 i GW240 011 
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FOR HEIFERS FED IN CONFINEMENT FOR SLAUGHTER 
Box of IO x 10 Cartridge Implants 
-~w*“~*rhmsP 
Reetdctsd Bug &Wfanie)- 
useoniyasdbahrd. 
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NET CON-EMS 
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WARNING 
NottobbU88dins#ima18int.atxledforrukqwt 
breeding, or in &all animala. For Animal Treatment 
Only. Nd fat Uea h Humane. Implant polleta in the 
aar on& Any altar locatIon k in vk4atlon of F%leral 
Law. Do not attempt ashrage of implanted &a for 
human cx animal fcrod. 
A withhwal per&d hae not been estabtll for 
this product h prwuminating c&we. Do not use in 
calwe to be pmcaaaedfa veal. 

STORAGE CONt?lTIONS 
Store in a r4fr@ator (%P C; 36-470 FJ and protect 
from sunlight. Use befas the expetbn date pfmtsd on 
the box ancl on the cattrldge. 

PACKAGE QUANTITIES 
Box of 10 x 10 cartridge implank 

Made in Austria by 
Inletvet OesndsH 

DiskbuM by: 
memat Inc. 
Mtllsbwo, DE lS966 

NAL?A#l40-992, Apprwedby FDft 

509X0 GW40 012 

Revalor200 
(tmbdoneaoetate 
elxlestmdii 
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W&h the animal suhbiy restrained, the skh on ths 
outersufaceofthec?arshouldkdeaned.-lheinpkrlt 
k then adminktw by the method stawn h the 
diagram below. 

Fig. 2 - Rear Vkw of the &he Ear Showing the S&e 
for lnsartkn of the tmplantw Needle. 
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